Application No. 09/413,887 

Response and Amendment dated December 8, 2005 

Amendments to the Claims: 

This listing of claims will replace all prior versions and listings of the claims in the 
application: 

LISTING OF CLAIMS 

1 . (Currently Amended) An implantable mammary device comprising: 
a substantially homogeneous silicone elastomer flexible shell of unitary 

construction defining an interior therein, the shell comprising at least a base layer 
of silicone elastomer and an outer layer of silicone elastomer, the base layer and 
outer layer being vulcanized together to form a unitary and homogeneous 
structuret-and 

means for filling th e int e rior, 

wherein the shell has defined unitarily therein a rough-textured external 
surface comprising randomly formed interconnected cells varying in diameter 
from about 10 microns to about 600 microns corresponding to the diameter of 
previously-embedded solid particles in the shell prior to dissolution by a solvent 
and located at and near the surface to a depth of about 1 800 microns to simulate 
an open-cell foam for promoting ingrowth of tissue and for preventing capsular 
contracture. 

2. (Original) An implantable mammary device according to claim 1, 
wherein most of the external surface is rough-textured. 
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3. (Previously Amended) An improved silicone elastomer shell for a 
mammary prosthesis, the improvement comprising: 

a substantially homogeneous silicone elastomer flexible shell of unitary 
construction defining an interior therein, the shell comprising at least a base layer 
of silicone elastomer and an outer layer of silicone elastomer, the base layer and 
outer layer being vulcanized together to form a unitary homogeneous structure, 
wherein the shell has defined unitarily therein a rough-textured external surface 
comprising randomly-formed interconnected cells varying in diameter from about 
10 microns to about 600 microns corresponding to the diameter of previously- 
embedded solid particles in the shell prior to dissolution by a solvent and located 
at and near the surface to a depth of about 1800 microns to simulate an open-cell 
foam for promoting ingrowth of tissue and for preventing capsular contracture. 

4. (Original) An improved silicone elastomer shell according to claim 3, 
wherein most of the external surface is rough-textured. 

5. (Currently Amended) An implantable mammary device comprising: 

a substantially homogeneous silicone elastomer shell of unitary construction 
defining an interior thereini-aftd 
moans for filling the int e rior, 

wherein the shell includes a base layer of substantially homogeneous silicone 
elastomer and an outer layer, the base layer and outer layer being vulcanized 
together to form a unitary homogeneous structure, the shell having an external 
surface and comprising a substantially homogeneous silicone elastomer, and 
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having defined internally therein a first group of cells varying in diameter fi-om 
about 10 microns to about 600 microns corresponding to the diameter of a first 
group of previously-embedded solid particles in the shell prior to dissolution by a 
solvent formed therein and a second group of cells varying in diameter from about 
10 microns to about 600 microns corresponding to the diameter of a second group 
of previously-embedded solid particles in the shell prior to dissolution by a 
solvent formed therein relative to the first group of cells, the first group of cells 
being in direct communication with the external surface and having a range of 
depths down to about 600 microns below the external surface, and the second 
group of cells having a range of depths down to about 1800 microns below the 
external surface, wherein the first and second groups of cells are disposed for 
creating an open-cell structure, wherein the first group of cells open directly to the 
external surface, and the second group of cells communicate with the external 
surface only through cells which open directly to the external surface to simulate 
an open-cell foam for promoting ingrowth of tissue and for preventing capsular 
contracture. 

6. (Previously Amended) An improved silicone elastomer shell for a 
mammary prosthesis, the improvement comprising a shell formed of at least a base layer 
of silicone elastomer, and an outer layer of silicone elastomer, the base layer and outer 
layer being vulcanized together to form a unitary homogeneous structure, the shell having 
an external surface with at least a portion of said external surface having defined unitarily 
therein an open-cell structure including a first group of cells varying in diameter from 


4 


Application No. 09/413,887 

Response and Amendment dated December 8, 2005 

about 10 microns to about 600 microns corresponding to the diameter of a first group of 
previously-embedded solid particles in the shell prior to dissolution by a solvent formed 
therein and a second group of cells varying in diameter from about 10 microns to about 
600 microns corresponding to the diameter of a second group of previously-embedded 
solid particles in the shell prior to dissolution by a solvent formed therein relative to the 
first group of cells, the first group of cells being in direct communication v^ith the 
external surface and having a range of depths down to about 600 microns below the 
external surface, and the second group of cells having a range of depths down to about 
1800 microns below the external surface, the first and second groups of cells creating a 
network of cells to achieve the open-cell structure, wherein the first group of cells open 
directly to the external surface and the second group of cells communicate with the 
external surface only through cells which open directly to the external surface to simulate 
an open-cell foam for promoting tissue ingrov^h and for preventing capsular contracture. 

7. (Original) An improved silicone elastomer shell according to claim 6, 
wherein most of the external surface has the open-cell structure. 

8. (Previously Amended) An implantable mammary device comprising: 
a substantially homogeneous silicone elastomer flexible shell of unitary 

construction defining an interior therein, the shell comprising at least a base layer 
of silicone elastomer and an outer layer of silicone elastomer, the base layer and 
outer layer being vulcanized together to form a unitary and homogeneous 
structure; and 

a filling for the interior, 
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wherein the shell has defined unitarily therein a rough-textured external 
surface comprising randomly formed interconnected cells varying in diameter 
according to the diameter of previously-embedded solid particles in the shell prior 
to dissolution by a solvent and located at and near the surface to simulate an open- 
cell foam for promoting ingrowth of tissue and for preventing capsular 
contracture. 

9. (Currently Amended) An implantable mammary device comprising: 
a substantially homogeneous silicone elastomer flexible shell of unitary 

construction defining an interior therein, the shell comprising at least a base layer 
of silicone elastomer and an outer layer of silicone elastomer, the base layer and 
outer layer being vulcanized together to form a unitary and homogeneous 
structuret-eftd 

moans for filling the int e rior, 

wherein the shell has defined unitarily therein a rough-textured external 
surface comprising randomly formed interconnected cells varying in diameter 
according to the diameter of previously-embedded solid particles in the shell prior 
to dissolution by a solvent and located at and near the surface to simulate an open- 
cell foam for promoting ingrowth of tissue and for preventing capsular 
contracture. 

10. (Original) An implantable mammary device according to claim 9, 
wherein most of the external surface is rough-textured. 
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11. (Original) An implantable mammary device according to claim 9, 
wherein the interconnected cells vary in diameter from about 10 microns to about 600 
microns. 

12. (Original) An implantable mammary device according to claim 9, 
wherein the interconnected cells are located at and near the surface to a depth of about 
1800 microns. 

13. (Previously Amended) An improved silicone elastomer shell for a 
mammary prosthesis, the improvement comprising: 

a substantially homogeneous silicone elastomer flexible shell of unitary 
construction defining an interior therein, the shell comprising at least a base layer 
of silicone elastomer and an outer layer of silicone elastomer, the base layer and 
outer layer being vulcanized together to form a unitary homogeneous structure, 
wherein the shell has defined unitarily therein a rough-textured external surface 
comprising randomly- formed interconnected cells varying in diameter according 
to the diameter of previously-embedded solid particles in the shell prior to 
dissolution by a solvent and located at and near the surface to simulate an open- 
cell foam for promoting ingrowth of tissue and for preventing capsular 
contracture. 

14. (Original) An improved silicone elastomer shell according to claim 13, 
wherein most of the external surface is rough-textured. 
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15. (Original) An improved silicone elastomer shell according to claim 13, 
wherein the interconnected cells vary in diameter from about 10 microns to about 600 
microns. 

16. (Original) An improved silicone elastomer shell according to claim 13, 
wherein the interconnected cells are located at and near the surface to a depth of about 
1800 microns. 

17. (Currently Amended) An implantable mammary device comprising: 

a substantially homogeneous silicone elastomer shell of unitary construction 
defining an interior thereinf-and 
m e ans for filling th e int e rior, 

wherein the shell includes a base layer of substantially homogeneous silicone 
elastomer and an outer layer, the base layer and outer layer being vulcanized 
together to form a unitary homogeneous structure, the shell having an external 
surface and comprising a substantially homogeneous silicone elastomer, and 
having defined internally therein a first group of cells varying in diameter 
according to the diameter of a first group of previously-embedded solid particles 
in the shell prior to dissolution by a solvent formed therein and a second group of 
cells varying in diameter according to the diameter of a second group of 
previously-embedded solid particles in the shell prior to dissolution by a solvent 
formed therein relative to the first group of ceils, the first group of cells being in 
direct communication with the external surface, wherein the first and second 
groups of cells are disposed for creating an open-cell structure, wherein the first 
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group of cells open directly to the external surface, and the second group of cells 
communicate with the external surface only through cells which open directly to 
the external surface to simulate an open-cell foam for promoting ingrowth of 
tissue and for preventing capsular contracture. 

18. (Original) An implantable mammary device according to claim 17, 
wherein the first and second groups of cells have a diameter ranging from about 10 
microns to about 600 microns. 

19. (Original) An implantable mammary device according to claim 17, 
wherein the first group of cells have a range of depths down to about 600 microns. 

20. (Original) An implantable mammary device according to claim 17, 
wherein the second group of cells have a range of depths down to about 1800 microns. 

21. (Previously Amended) An improved silicone elastomer shell for a 
mammary prosthesis, the improvement comprising a shell formed of at least a base layer 
of silicone elastomer, and an outer layer of silicone elastomer, the base layer and outer 
layer being vulcanized together to form a unitary homogeneous structure, the shell having 
an external surface with at least a portion of said external surface having defined unitarily 
therein an open-cell structure including a first group of cells varying in diameter 
according to the diameter of a first group of previously-embedded solid particles in the 
shell prior to dissolution by a solvent formed therein and a second group of cells varying 
in diameter according to the diameter of a second group of previously-embedded solid 
particles in the shell prior to dissolution by a solvent formed therein relative to the first 
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group of cells, the first group of cells being in direct communication with the external 
surface, the first and second groups of cells creating a network of cells to achieve the 
open-cell structure, wherein the first group of cells open directly to the external surface 
and the second group of cells communicate with the external surface only through cells 
which open directly to the external surface to simulate an open-cell foam for promoting 
tissue ingrowth and for preventing capsular contracture. 

22. (Original) An improved silicone elastomer shell according to claim 21, 
wherein most of the external surface has open-cell structure. 

23. (Original) An improved silicone elastomer shell according to claim 21, 
wherein the first and second groups of cells have a diameter from about 10 microns to 
about 600 microns. 

24. (Original) An improved silicone elastomer shell according to claim 21, 
wherein the first group of cells have a range of depths down to about 600 microns below 
the external surface. 

25. (Original) An improved silicone elastomer shell according to claim 21, 
wherein the second group of cells have a range of depths down to about 1800 microns below the 
external surface. 
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